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2. This REPORT consists of a total of 5 sheets, including this cover sheet. 



□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims andibr drawings which have 
been amended and are the basis for this report andJbr sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

I IS Basis of the opinion 

II □ Priority 

III la Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

IV □ Lacic of unity of invention 

V 13 Reasoned statement under Rule 66.2(a)(ii) with regard to novelty. Inventive step or Industrial applicability; 

citations and explanations supporting such statement 

VI □ Certain documents cited 

VII □ Certain defects in the intemational application 

VIII □ Certain observations on the international application 
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I. 



Basis of the report 



1. 




Description, Pages 



1-9 



as originally filed 



Claims, Numbers 



1-37 



as originally filed 



2 With regard to the language, all the elements marked above were available or furnished to this Authority in the 
' language in which the international application was filed, unless othenwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation fumished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the Intemational application (under Rule 48.3(b)). 

□ the language of a translation fumished for the purposes of intemational preliminary examination (under 
Rule 55.2 and/or 55.3). 

3 With regard to any nucleotide and/or amino acid sequence disclosed in the intemational.appllcation, the 
' intemational preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application In written form. 

□ filed together with the intemational application in computer readable form. 

□ fumished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the intemational application as filed has been furnished. 

□ The statement that the infomiation recorded in computer readable fomi is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted In the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

{Any replacement sheet containing such amendments must be referred to under item 1 and annexed to thi 
report.) 

6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
' obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

la claims Nos. 28-34, with respect to industrial applicability 
because: 

la the said international application, or the said claims Nos. 28-34, with respect to industrial applicability relate 
to the following subject matter which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

S no international search report has been established for the said claims Nos. 28-34, with respect to industrial 
applicability 

2 A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
' or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 

Instructions: 

□ the written form has not been fumished or does not comply with the Standard. 

□ the computer readable fomn has not been fumished or does not comply with the Standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applioability; 
citations and explanations supporting such statement 



1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



9,10,16,18,19 
1-8,11-15,17,20-34 

1-34 
1-27 



2. Citations and explanations 
see separate sheet 
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Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 28-34 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCI. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(i) PCX). 

For the assessment of the present claims 28-34 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound for 
the manufacture of a medicament for a new medical treatment. 



Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Cited Documents 

Reference is made to the following documents: 
D1: WO-A-0217885 
D2: WO-A-9856357 
D3: EP-A-635261 

D4: Chemical abstract of JP-A-2003104912 (XP002255954) 



2. Novelty (Art. 33(2) PCT) 

The document D1 discloses (see example 2 on pages 1 1 and 12) a tablet made by 
compression of granules comprising clarithromycin (lOOOmg) and sodium alginate 
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(50mg). The tablet may be coated and the size of clarithromycin may be reduced by 
conventional techniques. The subject-matter of claims 1-8,11,14,15,17,22-33 is 
therefore not new (Article 33(2) PCT). 

The document D2 discloses (see example 1 on pages 7 and 8) a controlled release 
tablet made by compression of granules comprising clarithromycin (500mg) and sodium 
alginate (80, 1 20 or 1 80mg). Clarithromycin may be formulated in combination with 
some other drugs such as omeprazole or lansoprazole. The preparation may be 
coated. The subject-matter of claims 1-8,1 1-15,17,20-34 Is therefore not new (Article 
33(2) PCT). 

The document D3 discloses (see example 1 on page 5 and page 7, lines 17,18) 
Capsules incorporating erythromycin (500mg) and sodium alginate (1 OOmg) and 
covered by DEAE-Dextran. The subject-matter of claims 1 ,3- 
5,7,8,1 1,14,15,17,22,28,30-32 is therefore not new (Article 33(2) PCT). 

3. Inventive Step (Art. 33(3) PCT) 

Claims 1-34 are not inventive (Article 33(3) PCT) since their subject-matter is either not 
new or concerns mere fomiulation optimisations that the expert in the field would 
undertake without the Involvment of inventive skills. 



4. Industrial applicability (Art. 34(4)(a)(l) PCT) 

Claims 1-28 satisfy the criterion of industrial applicability set forth in Article 34(4)(a)(l) 
PCT. 
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